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Outline of Proposed Product Development Protocol Process
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FDA receives PDP,
conducts "filing review"

FDA receives, reviews
Summary Outline
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Proposed PDP referred to
Advisory Panel for review,
recommendation.  If PDP
includes credentialling by

third party, a full panel
review will not be required.
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FDA considers Advisory
Panel recommendation as
part of substantive review

Advisory Panel
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recommendation
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Applicant appeals
or pursues

alternative to PDP

Disapprove

FDA Disapproval Letter
prepared, mailed to

Applicant

Could additional
information change

FDA's decision?

FDA provides feedback,
suggests modifications

Yes

Does applicant
continue to
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Applicant notifies FDA of
intent to submit Notice of

Completion at least 90 days
prior to submission

(can be done in regular
Progress Report).
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Do preclinical
results meet PDP
criteria, permitting
clinical studies to

begin?

Applicant develops
preclinical data, as required

by the PDP.

Note:  The Applicant must
inform FDA of any
modification of the PDP.

Substantive modifications,
such as a change that would
affect patient safety,  must
be approved by FDA before
the change is made.

The Applicant must submit
Progress Reports as
specified in the PDP.

Applicant develops clinical
data,  as required by the

PDP.

Yes
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Applicant completes PDP
requirements, submits
Notice of Completion
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FDA and Applicant meet
to discuss concerns,
agree upon remedial

action required to
complete PDP.

If good cause is shown,
PDP may be modified by

agreement of both parties.

Applicant develops data,  as
required by the modified

PDP.

Applicant and IRB meet to
discuss preclinical results,
determine whether clinical

studies may begin.
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Yes
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FDA receives,  reviews
Notice of Completion.

The Applicant may include
the recommendation of an

accredited third-party as part
of the Notice of Completion.

Notice of Completion
includes certification

concerning inclusion of all
data, patients
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Does
Notice of Completion
show all requirements

are  met?

FDA declares PDP
complete, publishes Notice

in
Federal Register

Device may go to market

Yes

Applicant appeals
or pursues

alternative to PDP

FDA Disapproval Letter
prepared, mailed to

Applicant

Could additional
information change

FDA's decision?

FDA provides feedback,
suggests modifications to

Notice of Completion
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continue to
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Acceptable GMP
inspection within past

two years?

No GMP
inspection
required

Yes

N
o GMP Inspection Process

GMP inspection performed
following normal FDA
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Complete

No
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